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FREEDOM OF INFORMATION SUMMARY

1. General Information:

ANADA Number: 200-238

Sponsor Name and Address:

Med-Pharmex, Inc.
2727 Thompson Creek Rd
Pomon~ CA 91767-1861

Generic Name: Sulfadimethoxine Soluble Powder

Trade Name: Sulfhsol Soluble Powder

Marketing Status: OTC

Indications for Use:

For Broiler and Replacement Chickens Only – Use for the treatment of disease
outbreaks of coccidiosis, fowl cholera and infectious coryza.

For Meat Producing Turkeys Ordy – Use for the treatment of disease outbreaks of
coccidiosis and fowl cholera.

For Dairy Calves, Dairy Heifers and Beef Cattle – Use for the treatment of
shipping fever complex and bacterial pneumonia associated with Pasteurella spp.
sensitive to sulfadimethoxine; and calf diphtheria and foot rot associated with
Sphaerophorus necrophorus sensitive to sulfadimethoxine.

Dosage Form(s), Route(s) of Administration and Recommended Dosages and
Contraindications:

Dosage Form:

, The product is available in the form of a soluble powder for oral administration.

Route(s) of Administration and Recommended Dosages:
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The route of administration is as an oral solution administered to chickens at a
concentration of 0.05°/0 solution (Contents of packet diluted to 50 gallons of
water) and to turkeys at a concentration of 0.025 0/0(contents of the packet diluted
to 100 gallons of water). The treatment period is for 6 consecutive days.
For Dairy Calves, Dairy Heifers and Beef Cattle the dosage is 25 mg/lb for the
first day followed by 12.5 mg/lb/day for 4 days.

Contraindications: There are no known contraindications when used as directed.

2. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended
by the Generic Animal Drug and Patent Term Restoration Act, (53 FR 50460,
December 15, 1988, First GADPTIUi Policy Letter) an abbreviated new animal
drug application (ANADA) maybe submitted for a generic version of an
approved new animal drug (pioneer product). New target animal safety da~ drug
effectiveness da~ and human food safety data (other than tissue residue data) are
not required for approval of an ANADA. An ANADA approval is based on a
demonstration that the generic product is bioequivalent to the pioneer product.

Ordinarily, the ANADA sponsor shows that the generic product is bioequivalent
to the pioneer. If bioequivalence is demonstrated through a clinical end-point
study, then a tissue residue study to establish the withdrawal time for the generic
product is also required. For certain dosage forms, the agency will grant a waiver
from conducting an in vivo bioequivalence study (Fifth GADPTIL4 Policy Letter: .

55 FR 24645, June 18, 1990; Bioequivalence Guidance: 61 FR 26182-26186,
May 24, 1996).

Based upon the formulation characteristics of the generic product, Med-Pharmex,
Inc. was granted a waiver from conducting an in vivo bioequivalence study for
Sulfasol Soluble Powder. The generic and pioneer products contain the same
active and inactive ingredients and are oral solutions.

3. HUMAN FOOD SAFETY

Tolerance

The tolerances established for the pioneer product apply to the generic product.
Tolerances are established for residues of sulfadimethoxine in uncooked edible
tissues of chickens, turkeys, and cattle as follows: 0.1 part per million (negligible
residue). In milk at 0.01 part per million (negligible residue)(21 CFR 556.640).

Withdrawal Time
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When a waiver from the requirement of an in vivo bioequivalence study is
granted, the withdrawal times are those previously assigned to the pioneer
product. The withdrawal time for sulfadimethoxine soluble powder is established
under:

21 CFR 520.2220a (e) (1) (iii) Broiler and Replacement Chickens- 5 days
before slaughter.

21 CFR 520.2220a (e) (2) (iii) Meat-Producing Turkeys- 5 days before
slaughter

21 CFR 520. 2220a (e) (3) (iii) Dairy Calves, Dairy Heifers and Beef Cattle-
7 days before slaughter.

Regulatory Methods for Residues:

Sulfadimethoxine:

The regulatory analytical method for detection of residues of the drug is a thin
layer densitometric procedure. This method is found in the Ofllcial Methods of
Analysis of AOAC International, 16th edition.

Human Safety Relative to Possession, Handling and Administration:

Labeling contains adequate caution/warning statements.

4. AGENCY CONCLUSION:

This is an Abbreviated New Animal Drug Application (ANADA) filed under
section 512(b)(2) of the Federal, Food, Drug and Cosmetic (FFD&C) Act.

Safety and effectiveness for this generic animal drug, Sulfadimethoxine Soluble
Powder, were established by demonstration of chemical equivalence to the
pioneer product, Pfizer’s Albon@ (NADA 046-285)

This generic product and the pioneer product have identical labeling indications
for the gallon bottle for use in chickens, turkeys and cattle. The route and method
of administration of the two drugs are identical. Both drugs are administered
orally in the drinking water. The generic and pioneer products contain the same
active and inactive ingredients. Therefore, in compliance with FDA policy
implementing section 512(b)(2) of FFD&C Act, in vivo bioequivalency studies
were neither necessary nor required.
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This ANADA satisfies the requirements of section 512 of the Act and
demonstrates that Sulfasol (Sulfadimethoxine Soluble Powder), is safe and
effective for its labeled indications when used under its proposed conditions of
use.

Attachment: Generic and pioneer labeling
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DRAFT-LABELING

FRONT PANEL
3.77 oz (107 g) POUCH

SULFASOL
(Brand of SuEadimethoxine)

ANTIBACTERIAL SOLUBLE POWDER

Each packet contains 3.34 oz (94.6 g) sulfadimethoxine in the form of the soluble sodium salt and
disodium edetate.

Restricted Drug (California) - Use Only as Duected

Not for Human Use

For broiler and Replacement Chickens Only - Use for the treatment of disease outbreaks of
coccidiosis, fowl cholera, and infectious coryza.

For Meat~producing Turkeys Only - Use for the treatment of disease outbreaks of coccidiosis and
fowl cholera.
For Dairy Calves, Dairy He$ers, and Beef Cattle - Use for the treatment of shipping fever
complex and bacterial pneumonia associated with Paxteurella spp. sensitive to sulfadmethoxine;
and calf diphtheria and foot rot associated with Sphaerophorus necrophoms sensitive to ‘
sulfadimethoxine.

Net wt 3.77 oz (107 g)

t
ANADA 200-~ Approved by FDA.

MED-PHARME~ INC.
Pomon~ CA 91767
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DRAFT-LABELING
RE AR PANEL-3,77 Oz(107 g] POUCH

~sagc and Administration:

Species Concentration Use Dircetions

Chickens f).os~o Contents of packet to 50 gal of water

TurkW t).ozs~o Contents of packet to 100 gal of water

AutomaticProw+onem -TOmakestocksolutkwaddUXItetiof 5 pa- to 2 gal of water for chickens and to 4 gal of water
for turkeys..% proportion to feed atrate of 1fl oz stock solution per grdof water.
Treatment Period: 6 consecutive days

Dairy CdVesi Dairy Heifers, and Beef Caffle
Dosag~ 25 m@b first day followed by 12.5 mgilblday fm 4 daYs.

SulfaSol (sulfadimethoxim+ in Water

Water Consumption

Amount of Stock Solution (Summer)* (lMmter)*
for Cattle* 1 gal/100 lb body weight ● ● 1 gal/150 lb body weight**

First Day Add I qt 10gal 7 gal
2 qt 20gal 14gal

1 gal 40ga! 28 gal

Nrzt 4 Days Add 1 Q 20gal 14 gal
2 qt 40gal 28 gal
1 gal 80 gal 56 gal

‘Note Makea caffle stock solution by adding 1 packet of Sulfasol Soluble Powder to 1 gal of water.
‘Twenty fl oz of cattle stock solution will medieate 1600 lb animal initiallyor2600 lb animals on maintenance dose. COUteIItsof
packet will medieate 6600 lb animals initiallyor12600 lb animals on rnairrtenaneedose.
**’rbis dosa~ ~mmendation is based on a water eousumption of 1 gal per 100 lb of body w@@tWr day, tie e- wa~r
consumption rate for summer. Water consumption during cold mouths (winter) may drop mm-idly (30-40%). Aecdingly,
adjustments must be made in the dilution rates to compensate for this and iusurc propexdrug intake.
For treatment of individual cattle, SUlfad (sulfadimethoxine) Soluble Powder stock solution for cattle may be given as a dreueh
Administer using same mg/lb dosage as outlined above.
Treatment Period 5 consecutive days. .

Caution: Chickens and Z’urkqdf animals show no improvement within 5 days, &continue treatment and reevaluate diagnosis.
Prepare a fk~h m SO1tiOUdaily. H~e the recommended rJhioxIs (chickens 0.05% and turkeys 0.025%) as regnhr &ink@
water. Adminis& as SOlesource of drinking water and sulfonamide nmlicatiou.
Chickens and tIJ&eystit have tied fowl eholeI-11~rr&s should not be kept for rephieezneritsor bmedem.
Caale-Duriug treatment peri~ mak certain that animals m@tain adquate watexintake. If animals show no improvement within
2 or 3 &ys, rIXVdm~ dia~is. ‘1’~ Wd not IX eonti.nued beyd 5 ~.

4

Warning Chickens and Turkeys - W&draw 5 days before shghtex. Do not admkMer toehiekensOVH16w@ks(112
days) of age or to turkeys over 24 weeks (168 days) of age.
Cirtde - Withdraw 7 days befm slaughter. For dairy calves, dairy beif~ and beefeattle only.
A withdrawal period has not been established fix this produet in pre-rumim&g calves.
Do Not Use in Calves to be Proeesed for Veal. .,

po~ CA 91767
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(Brand of Sulfadimethoxine)

ANTIBACTERIAL SOLUBLE POWDER

Each packet contains 3.34 oz (94.6 g) sulfadimethoxine in
the form of the soluble sodium salt and disodium edetate.

Restricted Drug (California)-Use Only as Directed

Not for Human Use

vBroiler and Replacement Chickens OnI&Use for the treatment of
sease outbreaks of coccidiosis, fowl cholera, and infectious coryza.

For Meat-producing Turkeys Onl&Use for the treatment of
disease outbreaks of coccidiosis and fowl cholera.

Iiry Calves, Dairy Heifers, and Beef Cattle-Use for the treatment of
shipping fever complex and bacterial pneumonia associated with

Pasteure//a spp. sensitive to sulfadimethoxine; and calf diphtheria
and foot rot associated with Spha’erophorus irecrophorus

sensitive to sulfadimethoxine.

II11~1IllIII Net vvt 3.77 oz (107 g)

41701813 5 NADA #46-285, Approved by FDA

= Sm/thKlme t3eecham ‘
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COruentr.tiofl Use Directions

0.05% Contents of packet to 50 @ of water
0.025% Contents of packet to 100 aa! of wat,

Autom~tiC pmwfii---T0 make stock sdutbm ad contents of 5 packets to 2gal of water for
and tO 4 9al Of water fOr turkevs. Set pmwtioi’tertofeed at rate of 1 fl oz stock solution per gal o
Treatment Period 6 cormscutive days

DairY Cafves, Dairy Heifers. and Beef Cattfa

Doasgw 25 m~b first day followed by 12.Srn@@+~fOf 4 dap

Afbon [sdfadimetftoxine) in Water

Water Consumption

Amount of (Summed [V&tell
Stock Sohtion for tie- 1 galfloo fb body w@* 1 gaf/150 lb bu

First Day Add 1 q! 10gal 7 gal
2 qt 20 gal 14 gal
1 gal 40 gal 28 gat

N4xt 4 Days Add 1 qt 20 gal 14 gal
2 qt 40 gal 28 gal
1 gal 80 gal 56 gal

“Note: Make a cattlsstocksolution by adding 1pscketof Albon Soluble Powder to 1 gal of water.
“Twsntv tl oz of cattlestocksolution wilt mediate 16G+Mbanimal initiallvor26004b animals an mainter
Conten& of packerwill medicate6600-tb animalsinitiallyw 12600.lb an~malson maintenance dose.
..?hk dosage mccwmnendation is basedon a wa{erconsumptionof 1gat pm 100lb of body weight P= I
peaed water consumption ratefor summer,Water consumptionduring cold months (timed may drop n
(33-40%}. kco~dingly. adjustmentsmust ba readsin the dilution ratesto compensate for this and insure
intake.

For treatment of individual catde, Albon lstdfadimethoxine) Soluble Powder stock solution for caI
given as a drench. Administer using same mgflb dosage as outlined above.
Treatment Period: 5 consecutw“ e days

autiotx Chickens and Turkeys-ff animals show no improvement within 5 days, discontinue treatm
~valuate diagnosis. Prepare a fresh stocksofution daily. Handle the recommended dilutions (chick
@ turkeys 0.025%) as regular drinking wster. Administer as sole source of drinking water and sulfc
@icatiOn.
~ickens and turlceys that have survived fcwi cholera outbreaks shoufd not be kept for repla~ments

attfe-Ouring treatment period, make csrtain that animals maintain adequate water intake. If anim~
npmvement within 2 or 3 days, reevaluate diagmsis. Treatment should not be continued beyond 5

Warning Chickens and Turkeys.-Withdraw 5 days before slaughter. Do not ad-
minister to chickens over 16weeks (1f 2 days} of age or to turkeys over 24 weeks
f 168 davs} of aae.

bCartL+hVKhdraw 7 days before slaughter. For dairy calves, dairy heifers, and beef
Mle only. 4

T &&.drawal period has not bean established for this product in pre-ruminating ‘

Do Not Usein Cafvesto be Pmcessdfoc Veal

istrfb@d by
mithKfin.g Eeecham Animai Heafth
feSt Chester, PA 19380. USA <
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